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Importation of Drugs from Canada 
 
Current federal law allows for the reimportation of drugs if the Secretary of Health and Human 
Services (HHS) certifies the safety of the system.   The Secretary of HHS has never certified the 
safety of a reimportation system.   
 
Prescription drugs are expensive.  The US is the last industrialized county without price controls 
on drugs.   As such, most international drug companies develop and introduce drugs for the US 
first in order to gain the most favorable return on their investment.     
 
Because prescription prices are high in the US and less costly in the rest of the world (which is 
price controlled), there is a great incentive by American consumers to obtain necessary drugs 
from other nations.   Due to similarities of regulatory systems and common language, many feel 
safe about importing prescription drugs from Canada and the numbers are rapidly growing.   
Importation from Mexico and other countries via cross border forays and the Internet are also an 
issue but the Canadian system is considered to be safer and is therefore preferred.  
 
For Americans, the savings on a prescription via Canada ranges from 20-80%.    Although 
obtaining prescriptions from Canada is illegal, the federal Food and Drug Administration (FDA) 
and US Customs have expressed that they will not intercept shipments or prosecute individual 
Americans seeking to buy their prescriptions this way.      
 
As a result, the FDA and state Boards of Pharmacy are confronted with new entities that are 
"store fronts" for Canadian pharmacies.   Theses entities act as brokers for prescriptions between 
the consumer and the Canadian pharmacies.   They locate near senior centers and communities 
and aggressively advertise.   These storefronts require no training, no pharmacy license and little 
expense to set up their business.  There is question as to whether or not they are subjected to 
Board of Pharmacy regulation because they do not operate as a traditional pharmacy.  
 
The Enforcement Committee and the Board of Pharmacy have been discussing importation of 
prescription drugs from Canada through these storefront operations at each meeting since April.   
Senator Alarcon requested an Attorney General Opinion, to which the FDA provided a response 
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as to the federal requirements. The board has produced a consumer booklet on dealing with the 
high cost of buying prescriptions.   It describes discount programs, use of generics, manufacturer 
assistance programs and deals with the risks of shopping over the Internet or acquiring drugs 
from other countries.  There has been action by other state Boards of Pharmacy and the FDA 
against these storefront operations.   This board has stated its concern both with patient safety 
and access to affordable prescriptions.  There is concern with the risks inherent to consumers 
using a system not regulated in the US.   
 
The board will continue its discussion regarding the importation of drugs from Canada and will 
take testimony from the public.  The board has not received any consumer complaints; however, 
it has received numerous complaints from businesses and licensees against these storefront 
entities for unfair business practices and using a pharmacy-related sign.   
(Attachment A) 
 
Prohibition of Pharmacy-Related Signs on Non-Pharmacy Businesses or Buildings 
 
The Enforcement Committee reviewed Business and Professions Code section 4343 in response 
to the Governor’s directive to evaluate the board’s mandates to determine if they are necessary in 
light of the state’s fiscal condition. The committee concluded that the law did serve a useful 
purpose and should be retained.   
 
Business and Professions Code section 4343 establishes a prohibition on the use of signage that 
includes words such as “pharmacy,” “drugstore,” “apothecary,” or words of similar import 
unless the premise is a licensed pharmacy.  Although the board has never received a consumer 
complaint regarding the use of pharmacy-related signage, the law is enforced when the use of 
such signage may be misleading to the public.  The board has been requested to enforce this 
provision against storefront facilities that assist consumers in obtaining prescription medications 
from Canada.  It was discussed that the use of pharmacy-related signage in this instance is not 
confusing to the consumer.  
 
It was noted that the origin of this prohibition was in 1905 that established a general regulation 
of pharmacists.  It brought existing “pharmacies” by whatever name, under the board’s 
regulatory authority.  It was an inclusive statute designed to assert the board’s jurisdiction over 
existing businesses.  While over the years the law has been changed, the intent of this section has 
remained constant. 
 
It was also discussed that the board has very little enforcement options because it is non-licensed 
entities that violate this section of law.  Usually the only option is refer the matter to the local 
district attorney to file a criminal complaint.  (Attachment B) 
 
Proposed Citation and Fine Statute for Wholesale Violations and Proposed Regulations 
Regarding Wholesale Transactions 
 
At the July Enforcement Committee meeting, Supervising Inspector Judi Nurse gave an 
overview regarding bid contract diversion in California.  Pharmacies purchase “bid contract” 
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drugs at special prices and then through a common ownership transfer the drugs to its wholesale 
facility to be resold to other wholesalers.  Often times, there is no record for these drug 
transactions.  The drugs are resold several times through many wholesalers and many states in 
largely undocumented transactions that are impossible to trace. This “gray market” system has 
allowed for counterfeiting which is the dilution, mislabeling or adulteration of drugs.  The 
unscrupulous companies can turn one shipment of injectable medications into many by watering 
down the drugs and reproducing the packaging. (Attachment C)  
 
The issue of bid contract diversion and the proliferation of counterfeit drugs have caused the 
committee to propose regulations to ensure the integrity of California’s drug distribution system. 
The committee discussed the regulation proposal at its last meeting and comments were made 
that the regulation would impede legitimate business transactions and modifications were 
suggested.  It was also stated that the federal PDMA allows for intra-company sales, which may 
be contrary to the proposal.  While the board had been using Nevada as its model for the 
regulatory framework, it was suggested that the committee might want to review the Florida 
legislation.  This new legislation identifies a list of drugs that requires due diligence in 
authenticating prior transactions on pedigrees.    
 
Chair John Jones requested interested parties to submit proposed language to address the 
concerns that were discussed; however, none were provided.  Therefore, staff prepared a new 
regulatory proposal to address wholesale and pharmacy transactions.  In addition, a legislative 
proposal was prepared for citation and fine authority for wholesale violations.  It was explained 
that the legislative proposal was intended to seek monetary sanctions for economic motivations 
for law violations.  While the board can pursue cases administratively for these same violations, 
usually by the time any formal action is pursued, the wholesaler permit is cancelled and the 
board has no authority over the non-licensed owners. 
 
There was considerable discussion regarding the burden that the proposed regulations would 
place on the wholesaler.  Currently, drugs are not tracked by lot numbers and it would be 
unreasonable to limit the sale or transfer of a drug to three times prior to being furnished to the 
final consumer.  It was unclear as to the magnitude of the problem and the committee asked staff 
to provide documentation at its next meeting in December before making a recommendation to 
the board. (Attachment D) 
 
Medical Board of California (MBC)/Board of Pharmacy Joint Task Force on Prescriber 
Dispensing 
 
The Medical Board of California (MBC) and the Board of Pharmacy held a joint task force 
meeting on the issue of prescriber dispensing.  Board President John Jones and Stan Goldenberg 
represented the board. The meeting was held on May 27, 2003, and the task force reached 
consensus on the following:  (1) Under current law, an individual prescriber can own his/her own 
prescription stock and dispense to his or her own patients as specified and such practice should 
be allowed to continue with the goal of strengthening and educating prescribers regarding the 
record keeping requirements; (2) Allow a medical group to dispense prescription medications 
pursuant to a special permit issued by the Board of Pharmacy and specified conditions that 
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require one physician from the medical group to be responsible and accountable for the security 
of the prescription medications, record keeping requirements, and a consultant pharmacist 
reviews the dispensing process; (3)  Establish the authority for a pharmacy to place an automated 
dispensing device in a prescriber’s office; and (4)  Provide for joint oversight by the appropriate 
licensing agencies.  
 
The task force agreed that staff from the two boards would work together to draft language for 
each board to consider as a possible joint legislative proposal for 2004.   Draft language was 
developed and the Medical Board task force members provided comments on the draft.  The 
language was reworked to address their comments.  The proposal would require a special clinic 
licensure for these group practices, which would have a fiscal impact to the board. 
 
The interested parties expressed concern that they had just received the proposed language and 
did not have sufficient time to review it and provide comment.  There was also discussion that 
consensus was not reached on this issue contrary to the statement made by the task force.  The 
Enforcement Committee agreed to discuss this issue at its December meeting so that the 
interested parties had sufficient time to review the proposal.  (Attachment E) 
 
Implementation of Enforcement Provisions from SB 361  
 
SB 361 (Figueroa) is the legislative vehicle for the Board of Pharmacy sunset extension and 
contains statutory recommendations approved by the Joint Legislative Sunset Review 
Committee.  The following compliance provisions were recommendations from the board and 
included in SB 361.  They will be added to California Pharmacy Law effective January 1, 2004. 
 

• Section 4083 – Order of Correction 
Would allow an inspector to issue an order of correction to a licensee directing the licensee to 
comply with the Pharmacy Law within 30 days by submitting a corrective action plan to the 
inspector or the licensee can contest the order of correction to the executive office for an office 
conference.  If an office conference is not requested, compliance with the order does not 
constitute an admission of the violation noted in the order of correction and the order of 
correction is not considered a public record for purposes of disclosure.  The licensee must 
maintain on the pharmacy premises a copy of the order of correction and corrective action plan 
for at least three years from the date the order was issued. 
 

•  Section 4315 – Letter of Admonishment 
Would authorize the executive officer to issue a letter of admonishment to a licensee for failure 
to comply with Pharmacy law, directing the licensee to come into compliance within 30 days by 
submitting a corrective action plan to the executive officer documenting compliance, or the 
licensee can contest the letter of admonishment to the executive office for an office conference. 
If an office conference is not requested, compliance with the letter of admonishment does not 
constitute an admission of the violation noted in the letter of admonishment. The licensee must 
maintain on the pharmacy premises a copy of the letter of admonishment and corrective action 
plan for at least three years from the date the letter was issued.  The letter of admonishment 
would be considered a public record for purposes of disclosure. 
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• Section 4314 – Issuance of Citations 

Would allow the board to issue an order of abatement that would require a person or entity to 
whom a citation has been issued to demonstrate how future compliance with the Pharmacy Law 
will be accomplished and provides that such demonstration may include, but not be limited to, 
submission of a corrective action plan, as well as requiring the completion of up to six hours of 
continuing education courses in subject matter specified in the order of abatement.  
 
Implementation of SB 151  
 
Senate Bill 151 (Burton) repeals the triplicate prescription requirement for Schedule II controlled 
substance prescriptions and replaces it with a tamper resistant prescription form that may be 
obtained from approved printers.  This new form will be required for all controlled substance 
prescriptions after a phase-in period.  The bill also will require pharmacies to report Schedule III 
controlled substance prescriptions to the CURES system. 

 
Because of the expansive nature of the changes required by SB 151, the new requirements will 
be phased in over a 12-month period.  The following is a calendar outlining when the most 
significant elements of the bill become effective.   

 
January 1, 2004  

• The Board of Pharmacy (board) and the Department of Justice (Department) may 
approve security printers to produce the new controlled substance prescription forms. 

• Permit mail order pharmacies to apply the prescription requirements of the state in which 
the patient resides when filling prescriptions. 

• Controlled substance prescriptions (Schedules II-V) are valid for six-months. 
• Requires all pharmacies to report Schedule II controlled substance prescriptions to the 

Department in a time and manner of the Department’s choosing. 
• Requires that Schedule III-IV controlled substance prescriptions be signed and dated by 

the prescriber. 
• Controlled substance prescription forms may be acquired from approved security 

printers. 
• Requires controlled substance prescription forms to have the following features: 

(1) Latent "void" protection so that if a prescription is scanned or photocopied, the word 
"void" shall appear in a pattern across the entire front of the prescription.  
(2) Watermark with the text "California Security Prescription" printed on the back of the 
prescription. 
(3) Chemical void protection that prevents alteration by chemical washing.  
(4) Feature printed in thermo-chromic ink (the ink changes color when exposed to heat). 
(5) Feature using micro printing (the text becomes a line if the prescription is copied or 
scanned).  
(6) Description of the security features included on each prescription form.  
(7) Quantity check off boxes printed on the form in the following quantities: 1-24, 25-49, 
50-74, 75-100, 101-150, 151 and over.  
(8) Either of the following statements: 
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(a)  "Prescription is void if more than one controlled substance prescription is written per 
blank" or   
(b) Contain a space for the prescriber to specify the number of drugs prescribed on the 
prescription and a statement printed on the bottom of the prescription blank that the 
"Prescription is void if the number of drugs prescribed is not noted."  
(9) The preprinted name, category of licensure, license number, and federal controlled 
substance registration number of the prescribing practitioner.  
(10) A check box indicating the prescriber's order not to substitute.  
(11) Each batch of controlled substance prescription forms shall have the lot number 
printed on the form and each form within that batch shall be numbered sequentially 
beginning with the numeral one.  

  
July 1, 2004  

• The Department may no longer produce or distribute triplicate prescription forms. 
• Triplicate prescription forms may be used to prescribe Schedule II controlled substances. 
• Prescribers may use the new controlled substance prescription forms for Schedule II 

controlled substance prescriptions. 
• Oral and electronic orders for Schedule II controlled substance prescriptions for patients 

in skilled nursing facilities, intermediate care facilities, home health care programs, and 
hospice programs are permitted.  Such orders must be reduced to hard copy form and 
signed by the pharmacist on a form of the pharmacy’s design. 

• Requires prescribers dispensing Schedule II controlled substances to report those 
prescriptions to the CURES system. 

 
January 1, 2005  

• Triplicate prescription forms are no longer valid. 
• All written controlled substance prescriptions (oral and fax orders for Schedules III-V are 

still permitted) shall be on controlled substance prescription forms. 
• Pharmacies must report Schedule III controlled substance prescription information to the 

CURES system. 
• Prescribers dispensing Schedule III controlled substances must report those prescriptions 

to the CURES system. 
 
Compounding Issues – Labels and Central Fill 
 
The Enforcement Committee received a request from the compounding pharmacists of the 
California Pharmacists Association (CPhA) to discuss two issues.  The first issue involved the 
appropriate content label of compounded products.  While the current label requirements reflect 
information that is needed by consumers when they receive compounded products, the problem 
arises when the compounded product is provide in multiple units of a dosage form for which 
individual product labels are either not feasible, cost prohibitive or a hindrance to treatment.   
 
CPhA surveyed some pharmacists, and it was their opinion that it should be left to the individual 
judgment of the compounding pharmacist as to what should be included on individual units of 
compounded products.  In many cases, individual doses should contain some sort of label to 
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indicate active ingredients.  It was explained that the form of the label will vary depending on the 
dispensing unit and available space.  In other cases, it was their opinion that a label on individual 
doses would result in little or no benefit and will cause more problems than it solves.  In the case 
of compounded tablets and capsules, identification of any kind on individual doses isn’t 
practical.  However, in any case, the patient should be made aware of the situation and advised to 
always keep the doses in the box, bag or container in which it was dispensed and which it is 
labeled with the information that may be needed by a family member or emergency personnel in 
the even of a problem. 
 
It was requested that the existing law be clarified and a dialog initiated to reach a reasonable and 
agreeable guideline for labels on compounded products.  The Enforcement Committee responded 
that an ad hoc committee is going to be formed with the Department of Health Services to 
address issues of compounding.  The committee will begin meeting next year.  It was suggested 
to CPhA that they draft guidelines for discussion with the ad hoc committee. 
 
The second issue was on compounding in central fill pharmacies.  It was explained that many 
pharmacists and pharmacies specialize in compounded products.  For a large number of these 
compounded products, similar systems and facilities are needed to assure consistency in 
preparation and potency.  Pharmacies that specialize in this practice have invested in those 
systems and facilities and the products that are compounded are accepted as effective and safe. 
 
Compounding pharmacists want to increase the access to compounded products by allowing 
compounding pharmacies to act as central fill pharmacies in the same way as is allowed for other 
prescriptions under CCR, title 16, section 1707.4.  Moreover, a similar activity is currently 
allowed for paternal products pursuant to Business and Professions Code section 4123.   The 
compounding pharmacists requested that the Board of Pharmacy move forward on this proposal 
to allow central compounding pursuant to 1707.4. 
 
There was discussion that this issue should also be referred to the ad hoc committee on 
compounding and it was questioned whether this proposal could be adopted through regulation 
or would require legislation.  The Enforcement Committee advised the proponents that it would 
place this issue on the October board agenda should they decide to present a legislative proposal 
for the board’s consideration. (Attachment F)   
 
Enforcement Committee Meeting Summary of September 17, 2003 (Attachment G) 
 
Enforcement Team Meeting Summary of September 17, 2003 (Attachment H) 
 
Report on Enforcement Actions (Attachment I) 
 
Report on Committee Strategic Objectives for 2003/2004 (Attachment J) 
 



 
 
 
 
 
 
 
 

Attachment A 
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FDA/U.S. Customs Import Blitz Exams Reveal 

Hundreds of Potentially Dangerous Imported Drug 
Shipments 

A recent series of spot examinations of mail shipments of foreign 
drugs to U.S. consumers conducted by the Food and Drug 
Administration (FDA) and U.S. Customs and Border Protection 
(CBP or Customs) revealed that these shipments often contain 
dangerous unapproved or counterfeit drugs that pose potentially 
serious safety problems. This joint operation was carried out to help 
FDA and CBP target, identify, and stop counterfeit and potentially 
unsafe drugs from entering the United States from foreign countries 
via mail and common carriers. It was also designed to help FDA and 
CBP assess the extent of this problem.  

These “blitz” exams were conducted in the Miami and New York 
(JFK) mail facilities from July 29-31, 2003, and the San Francisco, 
and Carson, Calif., mail facilities from August 5-7 2003, to obtain a 
representative picture of products entering the United States. In 
each location, packages shipped by international mail through U.S. 
Postal Service facilities over a 3-day time span were examined. For 
the purposes of these blitzes FDA and CBP identified, through 
review of historical data and experience, those packages likely to 
contain drug products. For example, packages were considered if 
they were from countries from which drugs are known to be 
exported via the mail. Due to the speed at which parcels are 
automatically processed and transported through the mail facilities, 
country of origin was the only specific criterion that could be 
consistently applied to all parcels.  

Approximately 100 parcels (each of which may have contained 
multiple drug products) per day per facility were selected based 
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upon their country of origin and historical experience. They were 
subsequently opened by CBP and jointly examined by both 
Agencies. Those in violation of CBP provisions were held by CBP. 
Those in violation of FDA regulations were detained by FDA. 

In general, FDA and CBP do not have sufficient resources to 
perform comprehensive examinations of all mailed packages due to 
the huge volume of parcels entering the United States through 
international mail and courier services, the consuming time 
requirements for processing and returning illegally imported drugs, 
and multiple, competing enforcement priorities. For example, the 
Carson, Calif., mail facility alone receives over 10,000 parcels per 
day.  

Although many drugs obtained from foreign sources purport, and 
may even appear to be, the same as FDA-approved medications, 
these examinations showed that many are of unknown quality or 
origin. Of the 1,153 imported drug products examined, the 
overwhelming majority, 1,019 (88%), were violative because they 
contained unapproved drugs. Many of these imported drugs could 
pose clear safety problems.  

These drugs arrived from many countries. For example,15.8% (161) 
entered the U.S. from Canada; 14.3% (146) from India; 13.8% (141) 
from Thailand; and 8.0% (82) from the Philippines. The remaining 
entries came from other countries. 

“This joint effort with CBP illustrates the real and serious public 
health risks created by the importation of unapproved drugs,” said 
Mark B. McClellan, M.D., Ph.D., Commissioner of Food and Drugs. 
“To protect Americans from unsafe imported drugs, we are working 
to target our enforcement resources as effectively as possible 
against those products that pose a threat to the health of consumers 
and the safety and security of our drug supply.”  

“This action represents an important step forward in keeping harmful 
or illegal drugs from entering the country,” said Customs and Border 
Protection Commissioner, Robert C. Bonner. “Although CBP’s 
priority mission is preventing terrorists and terrorist weapons from 
entering the United States, CBP continues to perform its traditional 
mission by working with the FDA to identify and interdict illegal and 
dangerous drugs that could threaten public health and safety.”  

The potentially hazardous products found in these blitz exams 
revealed: 
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Drugs different from those approved by FDA -- Drugs that FDA 
has never approved are being imported. For example, 
Roaccutane (an unapproved version of Accutane) is being 
imported from Thailand. In the United States, prescribers of 
Accutane (a drug to treat a severe form of acne) are required to 
monitor patients to avoid certain serious risks such as birth 
defects that may occur following use of the drug. Taro-warfarin (an 
apparently unapproved version of Warfarin) from Canada is also 
being imported. Warfarin is used to prevent blood clotting and its 
potency may vary depending on how it is manufactured. Because 
it can cause serious, life-threatening bleeding if not administered 
appropriately, it requires careful monitoring by a health care 
provider of a patient’s blood count during treatment.  
Drugs requiring careful dosing -- Drugs such as unapproved 
versions of Dilantin (from Philippines); unapproved versions of 
Synthroid (from Canada); and unapproved versions of 
Glucophage (from Canada and Philippines) that require individual 
titration and 
very careful dosing to avoid serious life-threatening side effects 
are being imported.  
Drugs with inadequate labeling -- Moreover, most of these 
drugs came without adequate labeling or instructions for proper, 
safe use. Some of the drug labeling was not in English and 
important information about matters such as proper dosage was 
often missing.  
Drugs inappropriately packaged -- In some cases, these drugs 
were inappropriately packaged in baggies, tissue paper, or letter 
envelopes. In other instances, the imported drugs arrived crushed 
and broken.  
Drugs withdrawn from the market -- Consumers are importing 
drugs that FDA has withdrawn from the market for safety reasons. 
For example, one unapproved drug that came from Mexico, 
Buscapina, appears to be the drug Dipyrone that was removed 
from the U.S. market in 1977 because of several reports of the 
development of severe blood disorders following the drug’s 
administration, some of which resulted in fatalities;  
Animal drugs not approved for human use -- Animal drugs that 
FDA has not approved for humans use are being imported. For 
example, Clenbuterol, a drug approved for the treatment of airway 
disease in horses but that has not been approved for human use 
and has been banned by the International Olympic Committee as 
a performance enhancing drug, came from Costa Rica and China;  
Drugs with dangerous interactions -- Drugs such as 
ketoconazole (from Thailand) – unapproved versions of Viagra 
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(from United Kingdom, India, Philippines and Japan); and 
unapproved versions of Zocor (from Canada) are being illegally 
imported and have the potential to cause clinically significant 
interactions with other drugs which consumers may be taking;  
Drugs that carry risks requiring initial screening and/or 
periodic patient monitoring -- Drugs such as unapproved 
versions of Lipitor (from Ireland, Thailand, Japan, Philippines, 
Canada, Argentina, New Zealand, England and Brazil); and 
unapproved versions of Pravachol (from Canada) are being 
illegally imported. Initial screening and periodic patient monitoring 
by a medical professional (e.g. monitoring liver function) are 
recommended in FDA’s approved labeling for these drugs to help 
assure their safe use;  
Controlled substances -- Over 25 different controlled substances 
were offered for import including Diazepam (from Canada, 
Thailand, Philippines, Costa Rica, Malaysia, New Zealand, and 
India); Xanax (from Philippines); Codeine (from Canada, 
Philippines, Costa Rica, United Kingdom, New Zealand, Thailand, 
Guatemala, China, Peru, and Taiwan); Valium (from Philippines 
and Thailand); and anabolic steroids (from Costa Rica). These 
drugs were referred to the Drug Enforcement Administration. 
Controlled substances pose serious safety issues for consumers 
because they are dangerous narcotics that have abuse potential 
for patients who take them inappropriately or without the proper 
physician supervision.  

The blitz is also helpful in understanding trends in the illegal 
importation of unsafe drugs. In 2001, FDA conducted a similar 
analysis that prompted the same concerns about the risk of these 
imported drugs. Compared to the 2001 results at the Carson mail 
facility, this most recent blitz uncovered a somewhat larger number 
of imports, including a larger number of unapproved drugs and 
drugs that appeared to be counterfeits. The blitz FDA conducted at 
the Carson mail facility in 2001, as well as the most recent blitz 
conducted by FDA in coordination with Customs, illustrate the type 
of regular surveillance activities involving imported drug products 
that FDA undertakes. As a result of the current blitz, we are re-
evaluating the enforcement strategies and objectives we use to 
target the entry of unapproved and/or counterfeit drug products 
through international mail facilities.  

“There is no evidence that unapproved imported drugs are 
becoming any safer or more reliable,” said Dr. McClellan. “Given 
FDA’s limited resources and authorities to detect and block 
potentially unsafe imports, we are concerned about any measures 
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that would increase the flow of these unapproved drugs, or provide 
easier channels for them to enter the United States.”  

The blitz results will assist the Agency in its efforts to: 

Utilize its investigatory and regulatory resources more strategically 
to focus on the foreign sources of illegal, unsafe imported drugs;  
Identify shipping patterns specific to identified sources of unsafe 
drugs so that it can target future shipments and sources of such 
drugs; and  
Seek out partnerships with other federal and state agencies to 
combat this problem.  

In addition, FDA will continue its efforts to educate the public about 
the dangers of drugs through illegal, poorly-regulated, and 
potentially unsafe foreign channels.  
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Frequently Asked Questions 
about the Importation of Foreign 
Medications. 

Question Quick Links 

How did this all start?  
What is the controversy?  Is it legal or illegal?  
Why all the confusion?  
What does everyone want?  What is the common 
ground between patients (consumers) and the 
pharmacy profession?  
What’s the difference between foreign INTERNET 
pharmacies and businesses that open up brick & 
mortar STOREFRONTS here in the US?  
Where do we all want to be?  
What is the ideal situation?  

How did this all start? 

Financial / Market Economies 
World Market Economies have increased with the 
advent of the internet and similar technologies.  
In Canada, medication price disparity within the U.S. 
is due to the national health care system and 
collective bargaining.  
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The result is: 
U.S. patients whose goal is “good 
consumerism”, to seek out the lowest price 
alternative (for whatever reason they might have).  
Storefront operations (in the US) & internet 
pharmacies capitalize on this pricing disparity 
across borders.  

What is the controversy?  Is it legal or 
illegal?  Why all the confusion? 

Each state has a Board or Pharmacy that enforces 
state pharmacy practice laws and licenses – 
Pharmacies, Pharmacist, Pharm Technicians, 
Wholesalers.  
Food Drug Administration (FDA) enforces: 

Food Drug Cosmetic Act - Prevents importing 
non-FDA approved products  
Prescription Drug Marketing Act - Prevents RE-
importing something that was originally 
manufactured in the US (unless you’re the 
original manufacturer)  

Confusion has arose due to: 
Nebulous laws that provide allowances for 
“personal use” in contrast to above laws.  
“Personal Use” has essentially been left to the 
discretion of customs agents.  
False advertising  
Politicians (combined with public opinion) that 
have attempted numerous times to allow this 
practice through legislation, only to be ruled 
illegal by the FDA as a result of existing laws 
mentioned above..  

Bottom line:  
Until the above acts are modified, anyone that 
imports medications is technically breaking the 
law.   
Historically, consumers have not been 
prosecuted.  

Page 2 of 6Importation of Foreign Drugs

10/24/2003http://www.cpha.com/about/importation.php



Board licensed wholesalers, pharmacies & 
pharmacists who are best able to facilitate this 
service are strictly prohibited, and would have 
their professional license revoked without 
question.  
Storefront businesses that are unlicensed by 
the boards of pharmacy are beginning to 
receive warning letters from the FDA to cease 
their activities.  Despite this, more and more 
storefront operations open up each day.  

What does everyone want?  What is the 
common ground between patients 
(consumers) and the pharmacy profession?  

Want more choices for consumers with access to 
cheaper drugs.  
Don’t want to have to break the law.  
Want the right medication (not counterfeit) at the right 
time (proper use).  
Want medications that do their intended purpose, free 
from harm.  
…based on market demand for Canadian drugs, we 
know that many consumers are willing to deviate from the 
FDA’s approval rating systems for medications 
(knowingly & unknowingly), and all are waiving their 
rights by doing so.  

What’s the difference between foreign 
INTERNET pharmacies and businesses that 
open up brick & mortar STOREFRONTS here 
in the US? 

“Brick & Mortar” operations purport that they simply 
facilitate the importation, by providing the 
consumer/patient the forms and guidance to receive 
Canadian medications through the mail.  These activities 
take place inside a business with an employee of the 
storefront.  
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these employees are UN-licensed by the state board of 
pharmacy.  They do not require any medical background 
whatsoever.  Their interest is brokering the deal between 
you and the Canadian pharmacy, which pays a finders 
fee to the US business. 

Furthermore, it’s the opinion of the FDA, and 
boards of pharmacies across the country when 
they engage in these activities they are acting as 
a pharmacy and engaging in professional 
pharmacy practice.  

For the consumer, the brick & mortar storefront with a live 
person at a desk or behind a counter, lends a false sense 
of credibility, legitimacy, and security.   
Keep in mind that when you do business with these 
storefronts, you are asked to sign a waiver releasing 
them from all liability.  

Where do we want to be? 

Senate – a recent measure to allow importation was 
approved (62-28) that will allow licensed US pharmacists 
& wholesalers to import prescription drugs from 
Canada.    Yet, it requires confirmation from HHS, which 
is concerned with guaranteeing product quality.  The 
HHS and the FDA has unwaveringly maintained that they 
can NOT guarantee the quality of all Canadian 
medications.  
If board licensed pharmacists and pharmacies were 
allowed to facilitate this importation, it would result in: 

Improved Safety over what we have now with un 
regulated importation: 

The FDA could develop a rating system that 
would differentiate agents that were suspicious 
or possibly lacking certain qualities, while 
approving some of the more common 
medications based on expert opinions and 
historical/statistical data. 

For those medications that the FDA could 
not guarantee safety, it would be at the risk 
of those companies who decide to engage 
in that practice as well as “buyer beware” 
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just as it is NOW.   
Better control of Counterfeits (Lipitor, 
Epogen)  
While it might be less dangerous for 
patients on one drug, the potential risk for 
harm increases when you have multiple 
medications.  

Pharmacists are the most accessible health 
care provider and a relationship with your 
pharmacist is essential for proper medication 
management.  

Accountability - many of the existing pharmacy 
professional practice standards would continue.  
Free Trade - Consistent with the Bush 
administrations position, this would result in more 
choices for consumers & financially strapped 
seniors.   
Price Equalization - Eventually the market will 
equilibrate and prices will come down in the US, 
ultimately eliminating the demand for Canadian 
medications.  

What is the ideal situation? 

Access to reasonably priced medicine with 
professional clinical services from medically trained 
and licensed professionals that ensure it’s the best 
medicine for you and that its working the way it 
should.  The most expensive drug someone can buy 
is one that doesn’t work, one they don’t need, or 
worse one that harms you.   
It should be MANDATED that ONLY licensed 
pharmacists, wholesalers, and pharmacies be permitted 
to engage in this activity of drug importation.  

Pharmacists are an integral part of the 
medication delivery system in this country and 
any process that excludes the pharmacist is at 
risk for inappropriate medication use and 
severe adverse health consequences down the 
road.   
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By allowing non-medically trained and non-
licensed individuals to act on behalf of patients 
medical conditions ONLY for the sake of a 
$buck (as opposed to your health in general 
and proper medication use), it quickly becomes 
obvious that any cost savings you intended to 
achieve are negated by medication 
misadventures.  

Written by S. John Johnson, PharmD 
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A Revolving Door  
Gaining Riches From the Market's Flaws  
By Mary Pat Flaherty and Gilbert M. Gaul 
Washington Post Staff Writers 
Saturday, October 18, 2003; 3:15 PM  

If Marty Rubin had realized his ambition of pitching in the 
big leagues, he might not have turned to fraud -- at least in 
the view of one of Rubin's attorneys.  

Rubin was born in 
Brooklyn, and 
"baseball was Martin's 
life," the attorney said. 
From "neighborhood 
stickball games," 
Rubin advanced to 
local leagues until 
finally moving to 
California "to try out 
for the Angels. The 
tryout went poorly and 

Martin was forced to think of other job options," the 
attorney wrote.  

Rubin bought a drugstore but eventually shifted into a 
much more lucrative business. He set up fraudulent 
pharmacies that ordered discounted medications and resold 
them at a markup across the country. With the profits, 
Rubin financed a high life: houses in Southern California 
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and Las Vegas, a condo in Puerto Vallarta, Mexico, and 
heavy gambling at casinos.  

Three times since 1989, he has struck out in federal court 
and been imprisoned for drug scams. Rubin, 53, is finishing 
a five-year sentence in Long Beach, Calif. Drug 
manufacturers lost more than $12 million to Rubin as he 
fed truckloads of medications into the shadow market, court 
records show.  

Court records from the past 15 years present him as a 
master at probing weaknesses in the drug distribution 
system. He always apologized when he got caught.  

"I apologize and will never do it again," Rubin told a judge 
during his first case in Phoenix.  

Yet while his jury trial in Arizona was in progress, he was 
already involved in deals that would lead to his conviction 
in 1992 for the same type of fraud in Kansas City, Mo., 
court files there show.  

The Arizona judge was not pleased to learn of the Kansas 
City case.  

"Judgment might suggest you back off a little once 
indicted," the Arizona judge told Rubin. His attorney said 
Rubin thought he was in a legal business. Rubin was "not 
an armed robber," the attorney said.  

"He would have gotten less money," the judge retorted, 
according to a transcript.  

Rubin's attorney said his client had seen the error of his 
ways "with some assistance from the jury and court."  

Rubin ended up testifying for the government in the case in 
Kansas City. He was imprisoned until 1994 and faced a 
long probation. In seeking to end the probation, Rubin's 
attorney told the court that Rubin was "a consultant to the 
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pharmaceutical industry," where "part of his job is to 
educate others about the perils of criminal conduct."  

But soon Rubin was in trouble again.  

While still on probation in the Kansas City case, he was 
running a "one-man" consulting firm in Los Angeles "in 
order to disguise my involvement in the scheme and 
thereby conceal my prior fraud convictions from 
pharmaceutical manufacturers," he later admitted in court. 
He "masterminded" the creation of a network to once again 
cheat drugmakers and resell medications, he acknowledged, 
becoming a "silent partner" and controlling "much of the 
day-to-day operations."  

In 1999, Rubin was indicted in Los Angeles after New 
Mexico pharmacy inspectors were tipped about an 
Albuquerque pharmacy called Blue Skies that was buying 
large quantities of discounted medicines ostensibly for 
nursing homes, hospices and HIV clinics.  

David Villegas, the purchasing agent for Blue Skies, 
testified that he had no experience and set up the business 
at Rubin's behest but was told by Rubin never to disclose 
Rubin's role. An ex-convict, Villegas said Rubin gave him 
$7,000 to find a warehouse for the start-up. Villegas kept a 
separate phone line in the business "that was only to be 
used to talk with Rubin." Villegas told the court he traveled 
every third Saturday to Las Vegas to report to Rubin.  

© 2003 Washingtonpost.Newsweek Interactive 
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Drugs in Short Supply  
Higher Prices, More Compromises  
By Mary Pat Flaherty and Gilbert M. Gaul 
Washington Post Staff Writers 
Sunday, October 19, 2003; Page A16  

The faxes, e-mails and phone calls come in every morning 
to hospitals across the country, touting hard-to-find 
medications that small wholesalers have ready for sale -- at 
dramatically marked-up prices.  

Medications in short 
supply from major 
wholesalers are pitched 
on those sales calls, 
confounding and 
enraging many hospital 
pharmacy managers 
who say they are held 
hostage to price-
gougers.  

The scramble for 
suddenly scarce drugs exposes patients to increased risk of 
medication errors, pharmacists said. When hospitals must 
use substitutes for their usual drugs, "it affects the quality 
of patient care in a huge way," said Rita Shane, pharmacy 
director for the vast Cedars-Sinai Medical Center in Los 
Angeles.  
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The small wholesalers offer everything from workhorse 
drugs to combat infections and nausea to lifesaving drugs 
for managing premature births and spinal injuries. The 
drugs are hawked at double or triple the usual price, dozens 
of solicitations obtained by The Washington Post show.  

"It's a vile business practice," said Alyce Holmes, pharmacy 
director for the 101-bed Betsy Johnson Regional Hospital 
in Dunn, N.C.  

Shortages often hit without warning, for reasons as varied 
as drops in raw materials, production delays, unexpected 
demand and phase-outs of brand-name drugs as cheaper 
generics enter the market.  

"You open your order and look in the box, and what you 
wanted isn't there," said Tamra Kaplan, pharmacy director 
at Anaheim (Calif.) Memorial Medical Center. "That's one 
way you find out. It's even more aggravating when the first 
indication you get are the calls from these gray-marketers." 

Anaheim has booked surgeries around its supply of Solu-
Medrol, an anti-inflammatory. Earlier this year, it rationed 
the antifungal drug amphotericin B after it increased from 
$6 to $31 a vial.  

When production of the snakebite treatment CroFab lagged 
last year, the price for a two-vial carton went from $1,720 
to as much as $5,000. The average patient needs 20 vials. 
Some hospitals had to turn to veterinary drugs and 
medications from zoos, said Leslie Boyer, medical director 
of the Arizona Poison and Drug Information Center in 
Tucson.  

When hydrocortisone supplies dropped and prices soared 
earlier this year, Cedars-Sinai scoured its 850-bed facility 
for every bit of the drug, a mainstay to treat severe allergic 
reactions. "It is absurd and perverse to me that something 
like flu vaccine or the drugs our anesthesiologists need can 
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be out of supply from our usual, major wholesaler yet be 
available from very small secondary wholesalers," Shane 
said.  

To avoid the small wholesalers, the hospital spent $250,000 
in 2002 on expensive substitute drugs. "Sometimes we have 
six or eight people working all day to find a supplier we 
know because we don't deal with small wholesalers," said 
Ron Reinhart, a pharmacy buyer for Cedars-Sinai. "We've 
been a bit fearful of where they buy their product from."  

At times, when urgent needs arise, there is no avoiding 
small wholesalers. "I try to keep up on who is who, and we 
look very closely at dating and packaging when it comes 
in," said Doris S. Craft, chief pharmacist at the 100-bed 
Wilson (N.C.) Medical Center. "But sometimes you're 
buying on faith that it's good and on the up-and-up because 
you have to have it."  

Desperate for Solu-Medrol, Craft ordered with small 
suppliers who had approached her through faxes, paying 
$358 on July 11 and $263 on July 14 for the same amount 
of the drug, which is as much a staple to a hospital as milk 
is to a household. Two weeks later, she was able to buy 
from her regular wholesaler -- Cardinal Health Inc., one of 
the nation's biggest distributors -- for about $74.  

"I don't care what they say about being smart business 
people, and knowing the marketplace and supply and 
demand," Craft said. "If I have to pay four or five times my 
usual price to get something my patients can't do without, 
then I'm being gouged."  

In a letter to Craft, the wholesaler who charged her $358 
wrote that providing hard-to-find drugs on short notice 
involved "a lot of legwork" and significant costs. "Our 
company is proud to be part of the healthcare delivery 
system and, in our view, we do not deserve a pejorative 
label like 'price gouger,' " wrote Trevor Yankoff, president 

 

 

• Part 2: Interne
Trafficking in Nar
Has Surged  
• Part 3: Danger
Doctors Online  
• Part 4: Lax Sys
Allows Criminals 
Invade the Supp
• Part 5: Millions
Americans Look O
U.S. for Drugs 
 

_____About 

Series___

The series identif
documenting the
market for presc
drugs resulted fr
yearlong investig
two Washington 
reporters that inc
more than 500 in
and the analysis 
100,000 pages o
filings, regluatory
investigative rep
computer record
more....  
 

_____Free E-

Newsletters
• Lean Plate Clu

E-Mail This 
Printer-Frie
Version  
Permission 
Republish  
Subscribe t
Post  

Page 3 of 5Higher Prices, More Compromises (washingtonpost.com)

10/24/2003http://www.washingtonpost.com/wp-dyn/articles/A46020-2003Oct18.html



of Zylex Pharmaceuticals of San Clemente, Calif. "If the 
price is too high we would recommend not buying from 
us."  

Some small wholesalers say they build inventories by 
stocking medications nearing their expiration dates that 
other wholesalers need to sell quickly. Others take 
advantage of regional variations in supply. Still others pay 
painstaking attention to market forces that may cause 
drugmakers to alter production.  

But other small wholesalers have obtained medications 
under less reputable circumstances.  

During the shortage-plagued 2000 flu season, a New Jersey 
wholesaler bought steeply discounted vaccine for nursing 
home patients and pledged not to sell the drug on the open 
market. The wholesaler violated that contract, according to 
Food and Drug Administration records released under the 
Freedom of Information Act. The records show the 
wholesaler sold nearly half of the 15,000 doses it had 
purchased at $23.65 each to a wholesaler in Savannah, Ga., 
for $93, who sold to a Miami wholesaler for $95, who sold 
to various hospitals and clinics, charging $130 to two in 
New Jersey and $147 to one in Pittsburgh. That chain of 
sales took fewer than 11 days, the records show.  

A General Accounting Office report found that wholesalers 
ignored pre-booked orders to sell to "the highest bidders." 
Hawaii's state health system ordered 12,000 flu vaccine 
doses at $2.80 in May, well before the outbreak. But its 
distributor cut the order, and the state had to pay double to 
other suppliers in September.  

Shortages have risen since 2000 and are lengthening, 
according to a Web site for hospital pharmacy buyers 
maintained by the University of Utah.  

From about 20 drugs per year before 1999, the list 
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expanded to 80 in 2001 before dropping back to 39 last 
year -- but those shortages were more persistent.  

As shortages rise so do the pitches from wholesalers, some 
hand-scrawled, some promising to "find anything you 
need" and loaded with exclamation marks.  

"I even had one offer me a coffee mug," Holmes said.  

© 2003 The Washington Post Company 
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A Family Affair  
Father Leads Clan to Drug Sale Riches -- and 
Prison  
By Mary Pat Flaherty and Gilbert M. Gaul 
Washington Post Staff Writers 
Sunday, October 19, 2003; Page A17  

At first blush, Robert J. Fenton seems an unlikely criminal. 
Rotund and bearded, the 70-year-old patriarch bears a 
striking resemblance to Santa Claus. Married in Flushing, 
N.Y., in 1954, Fenton and his wife, Irene, eventually 
migrated to Las Vegas, where they opened a 
pharmaceutical wholesaling company. Their sons and 
daughters took up the business until the family's reach 
extended deep into the West and Midwest.  

The Fenton clan ran or controlled a web 
of corporations and pharmacies that 
bought and sold drugs in the shadow 
market in pharmaceuticals, passing 
medications stored in unknowable 
conditions through an untraceable 
network, according to numerous court 
filings. Over the past decade, they 
bilked drugmakers out of at least $16 
million.  

Some of Fenton's children ran their own 
operations, recruiting teams of front 
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men, relying on sophisticated computer 
programs to track their drug sales and 
amassing great wealth, investigators 
found.  

The greatest fortune was that of 
Fenton's daughter Wendy E. Fenton 
Almanza and her husband, Darin D. 
Asay, who ran their operations out of a 
$6 million 12,000-square-foot house in 
Evergreen, Colo., with 11 bathrooms, a 
heated outdoor deck, gold leaf in a 
vestibule, hand-glazed walls, a home 
theater and a view of the Continental 
Divide. Still in their thirties, the couple 
traveled in a Land Rover, a 
Lamborghini Diablo and their own 
Beechcraft jet.  

Almanza and Asay ordered 
pharmaceuticals through closed-door 
pharmacies that they owned or 
controlled throughout the West. The 
pharmacies are supposed to serve only 
nursing homes and hospices, in return 
for which they receive discounts from 

drugmakers of as much as 80 percent. The pharmacies sign 
contracts promising not to sell the drugs in the open market. 
Almanza claimed to be supplying 1,320 nursing home beds 
in Golden, Colo. The beds did not exist, her plea agreement 
shows.  

Instead, she and Asay sold those drugs to 12 other 
wholesalers from New York to California.  

The ruse of ordering truckloads of medication for 
nonexistent customers exploits a regulatory gap. Many state 
licensing agencies do not distinguish between closed-door 
and retail pharmacies and are unaware of how many closed-
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door pharmacies they have. Few drug manufacturers verify 
the number of nursing home beds that the pharmacies claim 
to serve.  

A tipster exposed Almanza and Asay's operation. Searches 
in an office above the couple's three-car garage revealed the 
threat they posed to consumers: recall notices for 
pharmaceuticals long gone out the door.  

Almanza and her husband pleaded guilty in 2000 to mail 
fraud for opening "at least" eight closed-door pharmacies in 
six states and cheating 17 pharmaceutical companies out of 
$9.4 million. Asay was sentenced to 78 months in prison. 
Almanza received 33 months. She agreed to cooperate with 
investigators to reduce her prison time. Almanza and Asay 
declined to be interviewed.  

She retrieved computer files and boxes from her parents' 
home in Las Vegas that showed how the family hid assets, 
according to her sentencing hearing. Before 2002 ended, 
Almanza's parents and brother Thomas were in court facing 
charges of defrauding pharmaceutical makers.  

In July 2002, after 17 years in business, the Fentons' Las 
Vegas wholesaling company, Frontier Pharmaceutical 
Distributors, relinquished its license to Nevada authorities.  

Last month, the family patriarch, Robert Fenton, was 
sentenced for mail fraud in Cleveland. He was found guilty 
of handling drugs that had been solicited by a telephone 
boiler-room operation that randomly called Ohio 
pharmacists listed in the Yellow Pages and asked if they 
wanted to make extra money selling off their excess 
product, court records show. Charges against his wife were 
dropped.  

Fenton received a fine and probation. Prosecutors 
characterized it as "forced retirement" from the wholesaling 
business.  
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But he continues to work, from what he told the court. His 
wife employs him in a CPR training center she operates in 
Las Vegas.  
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The Straw Man  
Salesman Fell Into a Shadow Market  
By Mary Pat Flaherty and Gilbert M. Gaul 
Washington Post Staff Writers 
Sunday, October 19, 2003; Page A17  

Sam Whatley Jr., a salesman for a Baltimore 
pharmaceutical distributor, scoured the list of licensed drug 
wholesalers in Florida. For a salesman who relied on cold 
calls, the list was an opportunity: If he made a big sale or 
landed a new account, the commission could help him top 
his best-earning year of $26,000.  

Florida had 1,399 wholesalers -- a big 
pool. Whatley turned to the A listings 
and started dialing.  

He hit pay dirt in the B's. BTC 
Wholesale LLC of Kissimmee, Fla., 
placed its first order and said it wanted 
to keep doing business. For Whatley, 
48, that call last year was blind luck -- 
until it proved bad luck.  

Through BTC, Whatley was lured to 
run a firm in Odenton, Md., that is now 
alleged to be one of several shell 
companies in a multimillion-dollar 
fraud operation. The operation sold 
hundreds of thousands of doses of 
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medications that were diluted, stolen, 
relabeled or illegally imported, a 
Florida indictment states. The drugs 
were stored in everything from duffel 
bags to car trunks.  

Whatley, who has not been charged, 
said he thought he was throwing in with 
reputable and rich men who could help 
secure his future.  

"I know I've been called a straw man, 
and I guess that's about right. I'm 
learning I was very, very naive," he 
said. "I swear to you, if I had known 
these guys were out there peddling false 
and diluted stuff, I wouldn't have had 
anything to do with it."  

The man behind the fraud was Michael 
Carlow, according to the indictment 
filed in Fort Lauderdale, Fla., in July 
against Carlow and 17 co-conspirators. 
Despite a 1973 robbery conviction, 
Carlow, 51, managed to obtain a 
pharmaceutical wholesaler's license. In 

2000, he lost that license after he was caught loading 
$83,000 worth of the chemotherapy drug Neupogen from a 
car trunk into his van in a Miami parking lot midafternoon 
in June. Neupogen requires refrigeration and is not 
supposed to be shaken.  

Carlow received probation, yet by the time of the July 
indictment he was at the hub of at least 12 pharmaceutical 
wholesaling operations in seven states, prosecutors say. The 
licenses were in the names of Carlow associates and 
relatives. Investigators contend that many of the drugs 
came from suspicious sources and flowed into the laundry 
room and garage of Carlow's $1.3 million home in the 

prescriptions.  
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gated community of Weston, Fla.  

Carlow's attorney, John Howes, said, "The state has far-
fetched ideas about what happened and doesn't have the 
hard evidence and proof to establish what they say."  

When Whatley called BTC, he spoke with Thomas Atkins 
Jr., Carlow's brother-in-law. Whatley said the two men 
soon offered him a job, sending him an express mail letter 
with plane tickets to Florida and beachfront reservations in 
Fort Lauderdale.  

During his nearly 30 years as a pharmacy technician and in 
sales, Whatley said in an interview, "nobody had ever sent 
me anywhere, never flown me anywhere. These guys were 
first class." To Whatley, Carlow's house "was like a castle. 
Classy, grand. And Michael is a short, dumpy guy like me 
who seemed to have gotten fortunate. I saw myself getting 
there."  

Carlow or his wife owned a yellow $87,000 Dodge Viper, a 
$249,000 Ferrari convertible and a 36-foot Sea Ray boat 
named "Delicious," investigators said.  

Whatley's first step was a $30,000-a-year sales job plus 
commission with G&K Pharma, a licensed pharmaceutical 
wholesaler in a strip mall on Piney Orchard Parkway in 
Odenton. Whatley helped open the business, and Atkins 
was president. Whatley later said he thought the business 
was selling pharmaceuticals obtained from other legitimate 
wholesalers and drug manufacturers.  

"I was really trying to make something of it," he said.  

He landed a few new accounts. But then Atkins and Carlow 
told him all he needed to do was check the mail and pick up 
an occasional package, Whatley said. G&K was merely a 
front, one of the licensed companies Carlow needed for an 
appearance of legitimacy, the indictment and investigator 
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records allege.  

According to an account he gave to investigators and The 
Washington Post, Whatley's job became hawking 
pharmaceuticals that Atkins and Carlow had in Florida. But 
the drugs' pedigree papers -- records that are supposed to 
allow every drug sale to be tracked -- showed the Florida 
drugs coming out of Maryland.  

Whatley said the discrepancy "didn't make red flags go off 
for me, because this was only my second wholesale job. I 
was just getting my feet wet when I went to G&K."  

A shipment of counterfeit drugs finally brought the 
operation down.  

On Sept. 27, 2002, Whatley received Procrit in an overnight 
package. He later recalled that it "looked just perfect, right 
off the factory line." The boxes of the injectable drug, 
which fights fatigue in HIV and cancer patients, had the 3-
D watermark on the label and the anti-tampering seal in 
place.  

It was, investigators later acknowledged, very good 
counterfeit.  

Kevin Kulik, Atkins's attorney, said his client did not know 
that some of the product may have been doctored.  

Whatley sent out feelers for buyers, including to a 
middleman in Miami he had met through Carlow and 
Atkins. From a drugstore on Miami's North Flagler Street, 
there was a nibble.  

At going rates, a box of the high-strength Procrit was 
selling for $1,731. The price offered the drugstore: $1,693. 
Before he agreed to the deal, the pharmacist asked to see 
the drug's pedigree paperwork. He became suspicious 
because the papers appeared to be boilerplate and did not 
seem to match the order.  

  • Cosmetic Sur
  • Dental Practi
  • Fitness & Nut
  • Health Care f
  • Health Care f

Women 
  • Hospitals & C

Page 4 of 5Salesman Fell Into a Shadow Market (washingtonpost.com)

10/24/2003http://www.washingtonpost.com/wp-dyn/articles/A46002-2003Oct18.html



He alerted state investigators to the offer. At their behest, 
the sale was arranged for 129 boxes of Procrit for $218,397. 

When the middleman arrived, the drugs were seized. The 
pedigree papers -- claiming the drug had moved from Ohio 
to Maryland to Indiana and then Miami -- were false, 
investigators said. Many of the boxes also contained only 
one-twentieth of the strength on the label, making them 
counterfeits, investigators said in a search warrant affidavit. 

Whatley was at a grocery store on Oct. 1, 2002, when he 
received a cell phone call. Federal agents working with 
Florida authorities wanted to meet him. They told him that 
the shipment had been seized and that it was counterfeit. He 
agreed to cooperate. Two weeks later, Whatley received a 
termination letter from Atkins: G&K was suffering 
financially and no longer needed his services.  
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Attachment D 



Board of Pharmacy
Proposed Additions

Title 16 - California Code of Regulations

1784.  Wholesale Drug Transactions

(a)  A wholesaler shall generate an invoice for each sale, trade or transfer of  a dangerous drug or
a dangerous device.  The invoice shall include the lot number of the dangerous drug or
dangerous device.  
(b)  A dangerous drug or dangerous device may only be sold, traded or transferred three times
before being furnished to the final consumer.  A wholesaler shall implement procedures to
reasonably ensure that it does not sell, trade, transfer or purchase dangerous drugs or dangerous
devices that have been sold, traded or transferred in violation of this section.
(c)  The sale, trade or transfer of a dangerous drug or dangerous device between licensees with
the same ownership are not subject to subdivision (b).  
(d)  Subdivision (b) shall not apply to expired dangerous drugs or dangerous devices or to
dangerous drugs and dangerous devices that have been returned after they have been dispensed.

1785.  Pharmacy Drug Transactions

A pharmacy shall may only sell a dangerous drug or dangerous device to a patient pursuant to a
prescription, to the wholesaler that sold the dangerous drug or dangerous device to the pharmacy,
or to another licensee with the same ownership.



Board of Pharmacy
Draft Changes for Wholesale Violations

August 22, 2003

Add Section 4168 to the Business and Professions Code, to read:

4168.  (a) No person or entity shall:
(1)  Purchase, trade, sell or transfer dangerous drugs or dangerous devices at wholesale
from a person or entity that is not licensed with the board as a wholesaler or pharmacy.
(2)  Purchase, trade, sell or transfer counterfeit drugs or devices.
(3)  Purchase, trade, sell or transfer dangerous drugs or dangerous devices after the beyond
use date on the label.
(4)  Fail to maintain records of the acquisition or disposition of dangerous drugs or
dangerous devices for at least three years.

(b) Notwithstanding any other provision of law, a violation of this section may subject the person
or entity that has committed the violation to a fine of up to five thousand dollars ($5,000) per
occurrence pursuant to a citation issued by the board.
(c) For notifications made on and after January 1, 2005, the Franchise Tax Board, upon
notification by the board of a final judgment in an action brought under this section, shall
subtract the amount of the fine from any tax refunds or lottery winnings due to the person who is
a defendant in the action using the offset authority under Section 12419.5 of the Government
Code, as delegated by the Controller, and the processes as established by the Franchise Tax
Board for this purpose.  That amount shall be forwarded to the board for deposit in the Pharmacy
Board Contingent Fund. 

1



 
 
 
 
 
 
 
 

Attachment E 



Board of Pharmacy
Prescriber Dispensing Reform

Concept Draft – September 16, 2003

4170.  (a) No prescriber shall dispense drugs or dangerous devices to patients in his or her office
or place of practice unless all of the following conditions are met:

(1) The dangerous drugs or dangerous devices are dispensed, by the prescriber, to the
prescriber's own patient.  A registered nurse may hand to the patient the dangerous drugs or
dangerous devices dispensed by the prescriber. , and the drugs or dangerous devices are not
furnished by a nurse or physician attendant.
(2) The dangerous drugs or dangerous devices are necessary in the treatment of the condition
for which the prescriber is attending the patient.
(3) The prescriber does not keep a pharmacy, open shop, or drugstore, advertised or
otherwise, for the retailing of dangerous drugs, dangerous devices, or poisons.
(4) The prescriber fulfills all of the labeling requirements imposed upon pharmacists by
Section 4076, all of the recordkeeping requirements of this chapter, and all of the packaging
requirements of good pharmaceutical practice, including the use of childproof containers.
(5) The prescriber does not use a dispensing device unless he or she personally owns the
device and the contents of the device, and personally dispenses the dangerous drugs or
dangerous devices to the patient packaged, labeled, and recorded in accordance with
paragraph (4).
(6) The prescriber, prior to dispensing, offers to give a written prescription to the patient that
the patient may elect to have filled by the prescriber or by any pharmacy.
(7) The prescriber provides the patient with written disclosure that the patient has a choice
between obtaining the prescription from the dispensing prescriber or obtaining the
prescription at a pharmacy of the patient's choice.  This disclosure shall include information
relating to the availability of generic drug alternatives and a statement that the drugs
dispensed may be available at lower cost through purchase at a pharmacy.
(8) A certified nurse-midwife who functions pursuant to a standardized procedure or protocol
described in Section 2746.51, a nurse practitioner who functions pursuant to a standardized
procedure described in Section 2836.1, or protocol, or a physician assistant who functions
pursuant to Section 3502.1, may hand furnish dangerous drugs or dangerous devices to a
patient. of the supervising physician and surgeon a properly labeled prescription drug. 
prepackaged by a physician and surgeon, a manufacturer as defined in this chapter, or a
pharmacist.

(b) The Medical Board of California, the State Board of Optometry, the Dental Board of
California, the Osteopathic Medical Board of California, the Board of Registered Nursing, and
the Physician Assistant Committee shall have authority with the California State Board of
Pharmacy to ensure compliance with this section, and those boards are specifically charged with
the enforcement of this chapter with respect to their respective licensees.
(c) "Prescriber," as used in this section, means a person, who holds a physician's and surgeon's
certificate, a license to practice optometry, a license to practice dentistry, or a certificate to
practice podiatry, and who is duly registered as such by the Medical Board of California, the
State Board of Optometry, the Dental Board of California, or the Board of Osteopathic
Examiners of this state.
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Article 13 – Non-Profit or Free Clinics

4180.  (a) (1) Notwithstanding any provision of this chapter, any of the following clinics may
purchase drugs at wholesale for administration or dispensing, under the direction of a prescriber 
physician, to patients registered for care at the clinic:

(A) A licensed nonprofit community clinic or free clinic as defined in paragraphs (1) and
(2) of subdivision (a) of Section 1204 of the Health and Safety Code.
(B) A primary care clinic owned or operated by a county as referred to in subdivision (b)
of Section 1206 of the Health and Safety Code.
(C) A clinic operated by a federally recognized Indian tribe or tribal organization as
referred to in subdivision (c) of Section 1206 of the Health and Safety Code.
(D) A clinic operated by a primary care community or free clinic, operated on separate
premises from a licensed clinic, and that is open no more than 20 hours per week as
referred to in subdivision (h) of Section 1206 of the Health and Safety Code.
(E) A student health center clinic operated by a public institution of higher education as
referred to in subdivision (j) of Section 1206 of the Health and Safety Code.
(F) A nonprofit multispecialty clinic as referred to in subdivision (l) of Section 1206 of
the Health and Safety Code. 
(G)  A group practice.  

(2) The clinic shall keep records of the kind and amounts of drugs purchased, administered,
and dispensed, and the records shall be available and maintained for a minimum of seven
years for inspection by all properly authorized personnel.

(b) No clinic shall be entitled to the benefits of this section until it has obtained a license from
the board.  Each license shall be issued to a specific clinic and for a specific location.
(c) For the purposes of this article, “group practice” means more than one prescriber operating a
practice providing health care services at a specific location.
(e)  Prescribers in a group practice shall maintain the following information for each prescription
on file and this information shall be readily retrievable:  

(1) The date dispensed, and the name or initials of the dispensing prescriber.  
(2) The brand name of the drug or device; or if a generic drug or device is dispensed, the
distributor's name which appears on the commercial package label.  
(3) If a prescription for a drug or device is refilled, a record of each refill, quantity dispensed,
if different, and the initials or name of the dispensing prescriber.  
(4) A new prescription must be created if there is a change in the drug, strength, prescriber or
directions for use, unless a complete record of all such changes is otherwise maintained.  

(f)  This section shall not apply to an individual prescriber practicing at a licensed location who
dispenses drugs from the prescriber’s personal stock of dangerous drugs and dangerous devices
only to the prescriber’s patients pursuant to Section 4170.

4181.  (a) (1)Prior to the issuance of a clinic license authorized under Section 4180 (a)(1)(A) –
(F), the clinic shall comply with all applicable laws and regulations of the State Department of
Health Services relating to the drug distribution service to insure that inventories, security
procedures, training, protocol development, recordkeeping, packaging, labeling, dispensing, and
patient consultation occur in a manner that is consistent with the promotion and protection of the
health and safety of the public.  The policies and procedures to implement the laws and
regulations shall be developed and approved by the consulting pharmacist, the professional
director, and the clinic administrator.
(2)  Prior to the issuance of a clinic license authorized by 4180(a)(1)(G), the group practice shall
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comply with all applicable laws and regulations relating to drug distribution to insure that
inventories, security procedures, training, protocol development, recordkeeping, packaging,
labeling, dispensing, and patient consultation occur in a manner that is consistent with the
promotion and protection of the health and safety of the public.  The policies and procedures to
implement the laws and regulations shall be developed and approved by the consulting
pharmacist and the professional director of the group practice. 
(b) These The policies and procedures required by this section shall include a written description
of the method used in developing and approving them and any revision thereof.
(c) The dispensing of drugs in a clinic shall be performed only by a physician, a pharmacist, or
other person lawfully authorized to dispense drugs, and only in compliance with all applicable
laws and regulations.

4182.  (a) Each clinic that makes an application for a license under Section 4180 shall show
evidence that the professional director is responsible for the safe, orderly, and lawful provision
of pharmacy services.  In carrying out the professional director's responsibilities, a consulting
pharmacist shall be retained to approve the policies and procedures in conjunction with the
professional director and the administrator.  In addition, the consulting pharmacist shall be
required to visit the clinic regularly and at least quarterly.  However, nothing in this section shall
prohibit the consulting pharmacist from visiting more than quarterly to review the application of
policies and procedures based on the agreement of all the parties approving the policies and
procedures.
(b) The consulting pharmacist shall certify in writing at least twice a year that the clinic is, or is
not, operating in compliance with the requirements of this article.  The clinic shall maintain these
written certifications in the clinic for at least three years., and the most recent of those written
certifications shall be submitted with the annual application for the renewal of a clinic license.
(c) For the purposes of this article, "professional director" means a physician prescriber acting in
his or her capacity as medical professional director.

4183.  No clinic dispensing drugs pursuant to this article shall be eligible for any professional
dispensing fee that may be authorized under the Medi-Cal program (Chapter 7 (commencing
with Section 14000) of Part 3 of Division 9 of the Welfare and Institutions Code).

4184.  No Schedule II controlled substance shall be dispensed by the clinic.  This limitation shall
not be construed to prohibit a physician dispensing a Schedule II drug to the extent permitted by
law.  Clinics that dispense Schedule II and Schedule III controlled substances shall report those
prescriptions to the CURES program pursuant to Section 11165 of the Health and Safety Code.

4185.  The board, and any other authorized officer of the law, shall have the authority to inspect
a clinic at any time in order to determine whether a clinic is, or is not, operating in compliance
with this article.

4186.  (a) Automated drug delivery systems, as defined in subdivision (h), may be located in any
clinic licensed by the board pursuant to Section 4180.  If an automated drug delivery system is
located in a clinic, the clinic shall develop and implement written policies and procedures to
ensure safety, accuracy, accountability, security, patient confidentiality, and maintenance of the
quality, potency, and purity of drugs.  All policies and procedures shall be maintained at the
location where the automated drug delivery system is being used.
(b) Drugs shall be removed from the automated drug delivery system only upon authorization by
a pharmacist after the pharmacist has reviewed the prescription and the patient's profile for
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potential contraindications and adverse drug reactions.  Drugs removed from the automated drug
delivery system shall be provided to the patient by a health professional licensed pursuant to this
division.
(c) The stocking of an automated drug delivery system shall be performed by a pharmacist.
(d) Review of the drugs contained within, and the operation and maintenance of, the automated
drug delivery system shall be the responsibility of the clinic.  The review shall be conducted on a
monthly basis by a pharmacist and shall include a physical inspection of the drugs in the
automated drug delivery system, an inspection of the automated drug delivery system machine
for cleanliness, and a review of all transaction records in order to verify the security and
accountability of the system.
(e) The automated drug delivery system used at the clinic shall provide for patient consultation
pursuant to Section 1707.2 of Title 16 of the California Code of Regulations with a pharmacist
via a telecommunications link that has two-way audio and video.
(f) The pharmacist operating the automated drug delivery system shall be located in California.
(g) Drugs dispensed from the automated drug delivery system shall comply with the labeling
requirements in Section 4076.
(h) For purposes of this section, an "automated drug delivery system" means a mechanical
system controlled remotely by a pharmacist that performs operations or activities, other than
compounding or administration, relative to the storage, dispensing, or distribution of
prepackaged dangerous drugs or dangerous devices.  An automated drug delivery system shall
collect, control, and maintain all transaction information to accurately track the movement of
drugs into and out of the system for security, accuracy, and accountability.

4187.  (a)  Notwithstanding any other provision of law, an automated drug delivery system
located in a clinic licensed pursuant to Section 4180(a)(1)(G) shall be owned and operated by a
licensed pharmacy.
(b)  Notwithstanding any other provision of law, a pharmacist may supervise a single pharmacy
technician at a remote location where an automated drug delivery system is operated in a clinic
licensed pursuant to Section 4180(a)(1)(G), and this pharmacy technician shall not be subject to
the ratio established in Section 4115.
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ENFORCEMENT COMMITTEE MEETING 
 

Meeting Summary 
September 17, 2003 

 
Department of Consumer Affairs 

400 R Street, Suite 4070 
Sacramento, CA  95814 

 
 
Present: John Jones, Chair and Board President 
  Stan Goldenberg, Board Member 
  Bill Powers, Board Member 
  Patricia Harris, Executive Officer 
  Virginia Herold, Assistant Executive Officer 
  Robert Ratcliff, Supervising Inspector 
  Judi Nurse, Supervising Inspector 
  Dennis Ming, Supervising Inspector 
  Joan Coyne, Supervising Inspector 
  Board of Pharmacy Inspectors 
  Ron Diedrich, Liaison Deputy Attorney General 
  Joshua Room, Deputy Attorney General 

Enforcement Staff 
 
Call to Order 
 
Enforcement Committee Chair John Jones called the meeting to order at 9:30 a.m.   
 
Reimportation of Prescription Drugs from Canada 
 
Committee Chair John Jones stated that Senator Alarcon requested an opinion from the Attorney 
General on several questions regarding the importation of prescription drugs.  Before issuing an 
opinion, it is the Attorney General’s policy to solicit views of all interested parties.  
The federal Food and Drug Administration (FDA) sent a letter to the Attorney General 
responding to the questions.   A copy of the response was provided to the committee. In addition, 
the committee was given other articles on this issue and an overview prepared by the National 
Association of Boards of Pharmacy (NABP) that displays the informal and formal actions that 
state, federal, and other regulatory agencies have initiated against storefronts, pharmacies and 
other groups and individuals who facilitate or otherwise assist in the importation of prescription 
drugs from Canada.   
 
Concern was expressed that the Board of Pharmacy had not taken a position on this issue.  It was 
discussed that a private party may take action against a Canadian storefront for unfair business 
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practices and absent a position from the board may negatively impact the private party’s action.   
Committee Chair Jones reiterated the board’s position that the importation of drugs from foreign 
countries is a federal issue and within the purview of the FDA.  California Pharmacy law 
specifies that the board’s primary purpose is consumer protection.  The board is concern that 
patients have access to safe prescription medications, and will investigate any consumer 
complaint that involves a prescription drug from Canada.   He added that it is not the board’s 
position to pursue complaints for economic or competitive reasons.    
 
The board will continue to evaluate this issue and seek comments during its committee and board 
meetings.   
 
Business and Professions Code Section 4343 – Prohibition of Pharmacy-Related Signage 
 
Committee Chair John Jones explained that Business and Professions Code section 4343 
establishes a prohibition on the use of signage that includes words such as “pharmacy,” 
“drugstore,” “apothecary,” or words of similar import unless the premise is a licensed pharmacy.  
Although the board has never received a consumer complaint regarding the use of pharmacy-
related signage, the law is enforced when the use of such signage may be misleading to the 
public.  The board has been requested to enforce this provision against storefront facilities that 
assist consumers in obtaining prescription medications from Canada.  It was discussed that the 
use of pharmacy-related signage in this instance is not confusing to the consumer.  
 
It was noted that the origin of this prohibition was in 1905 that established a general regulation 
of pharmacists.  It brought existing “pharmacies” by whatever name, under the board’s 
regulatory authority.  It was an inclusive statute designed to assert the board’s jurisdiction over 
existing businesses.  While over the years the law has been changed, the intent of this section has 
remained constant. 
 
It was also discussed that the board has very little enforcement options because it is non-licensed 
entities that violate this section of law.  Usually the only option is refer the matter to the local 
district attorney to file a criminal complaint. 
 
The committee reviewed this issue on signage in response to the Governor’s directive to evaluate 
the board’s mandates to determine if they are necessary in light of the state’s fiscal condition. 
The committee concluded that the law did serve a useful purpose and should be retained.   
 
Proposed Citation and Fine Statute for Wholesale Violations and Proposed Regulations 
Regarding Wholesale Transactions 
 
Chair John Jones reported that at the last Enforcement Committee meeting, Supervising 
Inspector Judi Nurse gave an overview regarding bid contract diversion in California.  
Pharmacies purchase “bid contract” drugs at special prices and then through a common 
ownership transfer the drugs to its wholesale facility to be resold to other wholesalers.  Often 
times, there is no record for these drug transactions.  The drugs are resold several times through 
many wholesalers and many states in largely undocumented transactions that are impossible to 
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trace. This “gray market” system has allowed for counterfeiting which is the dilution, 
mislabeling or adulteration of drugs.  The unscrupulous companies can turn one shipment of 
injectable medications into many by watering down the drugs and reproducing the packaging.   
 
The issue of bid contract diversion and the proliferation of counterfeit drugs have caused the 
committee to propose regulations to ensure the integrity of California’s drug distribution system. 
The committee discussed the regulation proposal at its last meeting and comments were made 
that the regulation would impede legitimate business transactions and modifications were 
suggested.  It was also stated that the federal PDMA allows for intra-company sales, which may 
be contrary to the proposal.  While the board had been using Nevada as its model for the 
regulatory framework, it was suggested that the committee might want to review the Florida 
legislation.  This new legislation identifies a list of drugs that requires due diligence in 
authenticating prior transactions on pedigrees.    
 
Chair John Jones requested interested parties to submit proposed language to address the 
concerns that were discussed; however, none were provided.  Therefore, staff prepared a new 
regulatory proposal to address wholesale and pharmacy transactions.  In addition, a legislative 
proposal was prepared for citation and fine authority for wholesale violations.  It was explained 
that the legislative proposal was intended to seek monetary sanctions for economic motivations 
for law violations.  While the board can pursue cases administratively for these same violations, 
usually by the time any formal action is pursued, the wholesaler permit is cancelled and the 
board has no authority over the non-licensed owners. 
 
There was considerable discussion regarding the burden that the proposed regulations would 
place on the wholesaler.  Currently, drugs are not tracked by lot numbers and it would be 
unreasonable to limit the sale or transfer of a drug to three times prior to being furnished to the 
final consumer.  It was unclear as to the magnitude of the problem and the committee asked staff 
to provide documentation at its next meeting in December before making a recommendation to 
the board. 
 
Medical Board of California (MBC)/Board of Pharmacy Joint Task Force on Prescriber 
Dispensing 
 
Committee Chair John Jones reported that the Medical Board of California (MBC) and the Board 
of Pharmacy held a joint task force meeting on the issue of prescriber dispensing.  The meeting 
was held on May 27, 2003, and the task force reached consensus on the following:  (1) Under 
current law, an individual prescriber can own his/her own prescription stock and dispense to his 
or her own patients as specified and such practice should be allowed to continue with the goal of 
strengthening and educating prescribers regarding the record keeping requirements; (2) Allow a 
medical group to dispense prescription medications pursuant to a special permit issued by the 
Board of Pharmacy and specified conditions that require one physician from the medical group 
to be responsible and accountable for the security of the prescription medications, record keeping 
requirements, and a consultant pharmacist reviews the dispensing process; (3)  Establish the 
authority for a pharmacy to place an automated dispensing device in a prescriber’s office; and (4)  
Provide for joint oversight by the appropriate licensing agencies.  
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The task force agreed that staff from the two boards would work together to draft language for 
each board to consider as a possible joint legislative proposal for 2004.   Draft language was 
developed and the Medical Board task force members provided comments on the draft.  The 
language was reworked to address their comments.  The proposal would require a special clinic 
licensure for these group practices, which would have a fiscal impact to the board. 
 
Concern was raised by interested parties that they had just received the proposed language and 
did not have sufficient time to review it and provide comment.  There was also discussion that 
consensus was not reached on this issue contrary to the statement made by the task force.  The 
Enforcement Committee agreed to discuss this issue at its December meeting so that the 
interested parties had sufficient time to review the proposal. 
 
Medication Shortages and Limited Distribution Practices of Manufacturers and the Impact 
on Public Health 
 
Board and committee member Stan Goldenberg requested that this topic be discussed at 
an Enforcement Committee meeting.  His request was based on a Citation and Fine 
Committee’s review of a consumer complaint regarding the inability of a pharmacy to fill 
the patient’s prescription because the pharmacy didn’t have the medication due to a 
manufacturer’s shortage.   
 
A patient had filed a complaint with the board against a pharmacy for not providing her 
with all the Enbrel that she was prescribed.  The pharmacist only dispensed 4 kits instead 
of the 8.  The pharmacist informed the patient that he was unable to fill her entire 
prescription due to a shortage of the medication.  The patient was upset because she 
specifically had registered with the drug manufacturer to avoid such situations.  The 
manufacturer assured her that they were sending the pharmacy her entire order.  The 
patient felt that the pharmacy was giving her medication to other patients. In this specific 
case, the complaint was closed with no further action.   
 
The committee discussed this issue and it was determined that these types of complaints 
should be handled on a case-by-case basis.  If the pharmacist does not fill a prescription 
accordingly, then he/she is in violation of CCR, title 16, section 1716 (variation from a 
prescription).  The board should not be involved in the contractual arrangement between 
the patient and the manufacturer. 
 
It was noted that the National Association of Boards of Pharmacy (NABP) has appointed 
a task force to address this issue that is meeting in November. 
 
Implementation of Enforcement Provisions from SB 361 (Pending) 
 
Executive Officer Patricia Harris reported that SB 361 (Figueroa) is the legislative vehicle for the 
Board of Pharmacy sunset extension and contains statutory recommendations approved by the 
Joint Legislative Sunset Review Committee.  Anticipating that the Governor will sign the 



 5 

legislation, the following compliance provisions will be added to California Pharmacy Law 
effective January 1, 2004. 
 

Section 4083 – Order of Correction 
Would allow an inspector to issue an order of correction to a licensee directing the licensee to 
comply with the Pharmacy Law within 30 days by submitting a corrective action plan to the 
inspector or the licensee can contest the order of correction to the executive office for an office 
conference.  If an office conference is not requested, compliance with the order does not 
constitute an admission of the violation noted in the order of correction and the order of 
correction is not considered a public record for purposes of disclosure.  The licensee must 
maintain on the pharmacy premises a copy of the order of correction and corrective action plan 
for at least three years from the date the order was issued. 
 

Add Section 4315 – Letter of Admonishment 
Would authorize the executive officer to issue a letter of admonishment to a licensee for failure 
to comply with Pharmacy law, directing the licensee to come into compliance within 30 days by 
submitting a corrective action plan to the executive officer documenting compliance, or the 
licensee can contest the letter of admonishment to the executive office for an office conference. 
If an office conference is not requested, compliance with the letter of admonishment does not 
constitute an admission of the violation noted in the letter of admonishment. The licensee must 
maintain on the pharmacy premises a copy of the letter of admonishment and corrective action 
plan for at least three years from the date the letter was issued.  The letter of admonishment 
would be considered a public record for purposes of disclosure. 
 

Add Section 4314 – Issuance of Citations 
Would allow the board to issue an order of abatement that would require a person or entity to 
whom a citation has been issued to demonstrate how future compliance with the Pharmacy Law 
will be accomplished and provides that such demonstration may include, but not be limited to, 
submission of a corrective action plan, as well as requiring the completion of up to six hours of 
continuing education courses in subject matter specified in the order of abatement.  
 
Implementation of SB 151 (Pending) 
 
Senate Bill 151 (Burton) repeals the triplicate prescription requirement for Schedule II controlled 
substance prescriptions and replaces it with a tamper resistant prescription form that may be 
obtained from approved printers.  This new form will be required for all controlled substance 
prescriptions after a phase-in period.  The bill also will require pharmacies to report Schedule III 
controlled substance prescriptions to the CURES system. 

 
Because of the expansive nature of the changes required by SB 151, the new requirements will 
be phased in over a 12-month period.  The following is a calendar outlining when the most 
significant elements of the bill become effective.   
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January 1, 2004  
• The Board of Pharmacy (board) and the Department of Justice (Department) may 

approve security printers to produce the new controlled substance prescription forms. 
• Permit mail order pharmacies to apply the prescription requirements of the state in which 

the patient resides when filling prescriptions. 
• Controlled substance prescriptions (Schedules II-V) are valid for six-months. 
• Requires all pharmacies to report Schedule II controlled substance prescriptions to the 

Department in a time and manner of the Department’s choosing. 
• Requires that Schedule III-IV controlled substance prescriptions be signed and dated by 

the prescriber. 
• Controlled substance prescription forms may be acquired from approved security 

printers. 
• Requires controlled substance prescription forms to have the following features: 

(1) Latent "void" protection so that if a prescription is scanned or photocopied, the word 
"void" shall appear in a pattern across the entire front of the prescription.  
(2) Watermark with the text "California Security Prescription" printed on the back of the 
prescription. 
(3) Chemical void protection that prevents alteration by chemical washing.  
(4) Feature printed in thermo-chromic ink (the ink changes color when exposed to heat). 
(5) Feature using micro printing (the text becomes a line if the prescription is copied or 
scanned).  
(6) Description of the security features included on each prescription form.  
(7) Quantity check off boxes printed on the form in the following quantities: 1-24, 25-49, 
50-74, 75-100, 101-150, 151 and over.  
(8) Either of the following statements: 
(a)  "Prescription is void if more than one controlled substance prescription is written per 
blank" or   
(b) Contain a space for the prescriber to specify the number of drugs prescribed on the 
prescription and a statement printed on the bottom of the prescription blank that the 
"Prescription is void if the number of drugs prescribed is not noted."  
(9) The preprinted name, category of licensure, license number, and federal controlled 
substance registration number of the prescribing practitioner.  
(10) A check box indicating the prescriber's order not to substitute.  
(11) Each batch of controlled substance prescription forms shall have the lot number 
printed on the form and each form within that batch shall be numbered sequentially 
beginning with the numeral one.  

  
July 1, 2004  

• The Department may no longer produce or distribute triplicate prescription forms. 
• Triplicate prescription forms may be used to prescribe Schedule II controlled substances. 
• Prescribers may use the new controlled substance prescription forms for Schedule II 

controlled substance prescriptions. 
• Oral and electronic orders for Schedule II controlled substance prescriptions for patients 

in skilled nursing facilities, intermediate care facilities, home health care programs, and 
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hospice programs are permitted.  Such orders must be reduced to hard copy form and 
signed by the pharmacist on a form of the pharmacy’s design. 

• Requires prescribers dispensing Schedule II controlled substances to report those 
prescriptions to the CURES system. 

 
January 1, 2005   

• Triplicate prescription forms are no longer valid. 
• All written controlled substance prescriptions (oral and fax orders for Schedules III-V are 

still permitted) shall be on controlled substance prescription forms. 
• Pharmacies must report Schedule III controlled substance prescription information to the 

CURES system. 
• Prescribers dispensing Schedule III controlled substances must report those prescriptions 

to the CURES system. 
 
It was reported that the Licensing Committee reviewed the draft process for approving security 
printers at its September 10, 2003 meeting. 
 
Prescription Requirements for Dispensing Non-Dangerous Drugs/Devices Pursuant to a 
Prescriber’s Order for Medi-Cal Reimbursement 
 
At its last meeting, the Enforcement Committee discussed a complaint that was received from a 
pharmacist via the California Pharmacists Association regarding the dispensing of medical 
supplies.  During the inspection of this pharmacist’s pharmacy in 2002, the inspector advised the 
pharmacist that since medical supplies require a prescription (for purposes of reimbursement), 
then the pharmacy is subject to the requirements of Business and Professions Code sections 
4040, 4051 and 4076.  These sections specify the requirements of a prescription, that only a 
pharmacist can dispense prescription items and prescription labeling requirements. 
 
Currently legislation is pending, SB 857 (Speier) that would add section 14170.10 to the 
Welfare and Institutions Code that clarifies the prescription requirement for non-
prescription items in order for providers to be reimbursed by Medi-Cal.  In addition, 
CCR, title 22, sec. 51320, authorizes the coverage of medical supplies when prescribed 
by a licensed practitioner.  These two provisions are consistent with the inspector’s 
direction provided to the pharmacist in 2002. 
 
Representatives from Medi-Cal explained that a prescriber’s order is required for 
reimbursement purposes.  It is essentially a tracking function.  Concern was expressed as 
to why medical supplies must meet the dispensing requirements for a prescription item, 
when other non-pharmacy entities aren’t required to meet the same restrictions.  It was 
also questioned as to the board’s enforcement discretion when there doesn’t appear to be 
a patient harm issue. However, it was noted that some entities make a business decision 
to obtain a pharmacy permit and therefore, must meet more stringent requirements.  
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The Enforcement Committee agreed to evaluate this issue and acknowledge that like 
other aspects of pharmacy law, the board has discretion on how it enforces the law 
depending on the potential for patient harm.    
 
Letter from CMA Regarding Internet Pharmacies 
 
The Committee shared a letter the board received from the California Medical 
Association (CMA) congratulating the Medical Board of California and the Board of 
Pharmacy in its continued efforts in monitoring illegal prescription drugs via the Internet 
pharmacies, reflected in the number of actions by both boards against physicians and 
pharmacists for improper prescribing and dispensing. 
 
Compounding Issues – Labels and Central Fill 
 
The Enforcement Committee received a request from the compounding pharmacists of the 
California Pharmacists Association (CPhA) to discuss two issues.  The first issue involved the 
appropriate content label of compounded products.  While the current label requirements reflect 
information that is needed by consumers when they receive compounded products, the problem 
arises when the compounded product is provide in multiple units of a dosage form for which 
individual product labels are either not feasible, cost prohibitive or a hindrance to treatment.   
 
CPhA surveyed some pharmacists, and it was their opinion that it should be left to the individual 
judgment of the compounding pharmacist as to what should be included on individual units of 
compounded products.  In many cases, individual doses should contain some sort of label to 
indicate active ingredients.  It was explained that the form of the label will vary depending on the 
dispensing unit and available space.  In other cases, it was their opinion that a label on individual 
doses would result in little or no benefit and will cause more problems than it solves.  In the case 
of compounded tablets and capsules, identification of any kind on individual doses isn’t 
practical.  However, in any case, the patient should be made aware of the situation and advised to 
always keep the doses in the box, bag or container in which it was dispensed and which it is 
labeled with the information that may be needed by a family member or emergency personnel in 
the even of a problem. 
 
It was requested that the existing law be clarified and a dialog initiated to reach a reasonable and 
agreeable guideline for labels on compounded products.  The Enforcement Committee responded 
that an ad hoc committee is going to be formed with the Department of Health Services to 
address issues of compounding.  The committee will begin meeting next year.  It was suggested 
that the compounding pharmacists CPhA draft guidelines for discussion with the ad hoc 
committee. 
 
The second issue that was discussed was compounding in central fill pharmacies.  It was 
explained that many pharmacists and pharmacies specialize in compounded products.  For a 
large number of these compounded products, similar systems and facilities are needed to assure 
consistency in preparation and potency.  Pharmacies that specialize in this practice have invested 
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in those systems and facilities and the products that are compounded are accepted as effective 
and safe. 
 
Compounding pharmacists want to increase the access to compounded products by allowing 
compounding pharmacies to act as central fill pharmacies in the same way as is allowed for other 
prescriptions under CCR, title 16, section 1707.4.  Moreover, a similar activity is currently 
allowed for paternal products pursuant to Business and Professions Code section 4123.   The 
compounding pharmacists requested that the Board of Pharmacy move forward on this proposal 
to allow central compounding pursuant to 1707.4. 
 
There was discussion that this issue should also be referred to the ad hoc committee on 
compounding and it was questioned whether this proposal could be adopted through regulation 
or would require legislation.  The Enforcement Committee advised the proponents that it would 
place this issue on the October board agenda should they decide to present a legislative proposal 
for the board’s consideration.   
 
Adjournment 
 
Committee Chair John Jones adjourned the meeting at 12:30 p.m.  
 
 
 
 
 
 
 

 
 

 
 
 
 
 
 
 

 
 

 
 

  
 
 



 
 
 
 
 
 
 
 

Attachment H 



 
 

Enforcement Team Meeting 
September 17, 2003 

2:00 p.m. – 3:30 p.m. 
 

Present: Committee Chair and Board Member John Jones 
  Board Member Stan Goldenberg 
  Executive Staff 
  Supervising Inspectors 
  Inspectors 
  Enforcement Staff  
 
Announcements/Introductions 
 
Committee Chair John Jones called the meeting to order at 2:00 p.m.    
 
Quality Improvement Efforts 
 
Supervising Inspector Judi Nurse reported that 402 routine inspections have been performed 
since July 1, 2003, which resulted in 89 corrections and 34 investigations.  Since the program’s 
inception in July 2001, the total number of inspections is 5,272.  This includes the inspection of 
over 650 probation and PRP participants.   
 
Enforcement Analyst Cassandra Kearney reported on the consumer satisfaction survey.  It was 
reported that 56 customer surveys were sent and 17 were returned.  The average response rate to 
the board’s performance was 2.1.  Thirteen telephone surveys were made with a response rate 
was 2.9.  (On a scale of 1-5, with 5 being the highest rating.) 
 
The supervising inspectors reported on the many significant inspector accomplishments since the 
last meeting.  They again acknowledged the inspectors for their extraordinary efforts to 
implement the compounding pharmacy licensure and inspection program.   
 
Supervising Inspector Robert Ratcliff reported on the status of completed cases since the last 
team meeting. He displayed the workload for each team and their significant progress. There are 
885 pending complaints/investigations.  Of these, 458 reports have been submitted and 427 cases 
are assigned for mediation or investigation.  Supervising Inspector Ratcliff acknowledged efforts 
to complete cases that were over the targeted time frames for closure.     
 
Discussion of Enforcement Committee Meeting 
 
The Enforcement Team discussed the agenda items from the Enforcement Committee meeting. 
 
Adjournment 
 
Committee Chair John Jones adjourned the meeting at 3:30 p.m. 
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Board of Pharmacy Enforcement Statistics
Fiscal Year 2003/2004

Workload Statistics July-Sept Oct-Dec Jan-Mar Apr-June Total 03/04
Complaints/Investigations

Initiated 372 68

Closed 430 97

Pending (at the end of quarter) 935 763 763

Cases Assigned & Pending (by Team) as reported July 2, 2003 

Compliance Team 89

Drug Diversion/Fraud 67

Mediation Team 71

Probation/PRP 45

Enforcement 194

Site Inspections

Performed 531 51 582

Corrections Ordered 255 17 272

Application Investigations

Initiated 82 9 91

Closed

Approved 122 5 127

Denied 5 2 7

Total* 139 7

Pending (at the end of quarter) 73 156 156

Citation & Fine

Issued 359 124 483

Abated 231 11 242

Total Fines Collected $93,425.00 $49,875.00 $143,300.00

* This figure includes withdrawn applications.

** Fines collected and reports in previous fiscal year.



Board of Pharmacy Enforcement Statistics
Fiscal Year 2003/2004

Workload Statistics July-Sept Oct-Dec Jan-Mar Apr-June Total 03/04
Administrative Cases (by effective date of decision)

Referred to AG's Office* 50 1

Pleadings Filed 24 1

Pending

Pre-accusation 85 88

Post  Accusation 67 66

Total 153 155

Closed** 26 3

Revocation

Pharmacist 3

Pharmacy 2

Other 4

Revocation,stayed; suspension/probation

Pharmacist 1

Pharmacy

Other

Revocation,stayed; probation

Pharmacist 4

Pharmacy

Other 1

Suspension, stayed; probation

Pharmacist

Pharmacy

Other

Surrender/Voluntary Surrender

Pharmacist 2

Pharmacy

Other 2

Public Reproval/Reprimand

Pharmacist

Pharmacy

Other

Cost Recovery Requested $42,992.25 $7,297.50

Cost Recovery Collected $36,714.86 $19,206.98

* This figure includes Citation Appeals



Board of Pharmacy Enforcement Statistics
Fiscal Year 2003/2004

Workload Statistics July-Sept Oct-Dec Jan-Mar Apr-June Total 03/04
** This figure includes cases withdrawn



Board of Pharmacy Enforcement Statistics
Fiscal Year 2003/2004

Workload Statistics July-Sept Oct-Dec Jan-Mar Apr-June Total 03/04
Probation Statistics

Licenses on Probation

Pharmacist 129 129

Pharmacy 21 21

Other 22 24

Probation Office Conferences 8 8

Probation Site Inspections 35 35

Probationers Referred to AG

          for non-compliance 3 0 3

As part of probation monitoring, the board requires licensees to appear before the lead inspector at probation office conferences.   

These conferences are used as 1) an orientation to probation and the specific requirements of probation at the onset,  

 2) to address areas of non-compliance when other efforts such as letters have failed, and 3) when a licensee is scheduled to

 end probation.

Pharmacists Recovery Program (as of June 30, 2003)

Program Statistics

In lieu of discipline 0 1 0 0 1

In addition to probation 1 3 1 5 10

Closed, successful 3 0 3 3 9

Closed, non-compliant 2 3 5 4 10

Closed, other 0 0 1 0 1

Total Board mandated 

                 Participants 50 50 49 50 50

Total Self-Referred 

              Participants* 15 15 15 15 15

PRP Site Inspections** 29 1 6 8 44

Treatment Contracts Reviewed 31 37 26 23 26

Monthly the board meets with the clinical case manager to review treatment contracts for scheduled board mandated 

participants.  During these monthly meetings, treatment contracts and participant compliance is reviewed by

the PRP case manager, enforcement coordinator and lead inspector and appropriate changes are made at that time and 

approved by the executive officer.  Additionally, non-compliance is also addressed on a needed basis e.g., all positive 

urines screens are reported to the board immediately and appropriate action is taken.

* By law, no other data is reported to the board other than the fact that the pharmacists and interns are enrolled in the program. 

**Some PRP Participant Inspections are included in the Probation Site Inspections total.

As of October 21, 2003.





 
 
 
 
 
 
 
 

Attachment J 



Attachment J will be available at the 
board meeting. 




